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This REPORT consists of a total of 5 sheets, including this cover sheet. 
This report is also accompanied by ANNEXES, comprising: 

a. □ sent to the applicant and to the Internationa! Bureau) a total of sheets, as follows: 

□ sheets of the description, claims andfcr drawings which have been amended and are the basis of this report 
antor sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

D h™HT^l°I]i!^t»^ d . e f,f She ? tel b , Ut w ^. ich . this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
supplemental Box. 

t0t f 1 °- (indicate ,ypo and number of elec ^nic carrier(s)) , containing a 
toW^ m o^ m P u u ter ^ adab,e form onl *> as Indicated in the Supplemental 

Box Relating to Sequence Listing (see Section 802 of the Administrative Instructions). 



b. □ 



4. This report contains indications relating to the following items: 



El Box No. I 

□ Box No. II 

□ Box No. Ill 

□ Box No. IV 
13 Box No. V 

□ Box No. VI 

□ Box No. VII 

□ Box No. VIII 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 

applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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Box No. I Basis of the report 



□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12 4) 

□ international preliminary examination (under Rules 55.2 and/or 55 3) . 



Description, Pages 

1-8 / 

Claims, Numbers 
1-17 



Drawings, Sheets 
1-6 



as originally filed 



as originally filed 



as originally filed 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 



3. □ 



The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 



4. □ 



□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may he marked "superseded. « 
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««i5owL, " w° ned st 5 tem ? nt u " der Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (JA) 



Yes: Claims 
No: Claims 

Yes: Claims 
No: Claims 

'Yes: Claims 
W Claims 



1-17 
6-10 

1-5, 11-17 
1-17 



2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement 

Reference is made to the following document: 
D1 : WO02/094843 

Nbvelty 

The present application meets the criteria of Article 33(2) P.CT, because the subject-matter 
of claims 1-1 7 is considered novel for the following reason: . 

The document D1 discloses crystal Azithromycin form M having an 
azithromycin:water:isopropanol ratio of 1:1:0.5 (page 3 line 18). In the present application 
those rat.os are 1:0.75:0.5 and 1:1.5:0.25. The subject matter of claims 1-17 is therefor 
new. 



Inventive step 

The present application does not meet the criteria of Article 33(1) PCT because the 
subject-matter of claims 1-5,11-17 does not involve an inventive step in the sense of 
Article 33(3) PCT. 

The document D1 is regarded as being the closest prior art to the subject-matter of claims 
1-5, 11-17, and discloses crystal Azithromycin form M having an 
azithromycin: water: isopropanol ratio of 1 : 1 :0.5. 

The subject-matter of claims 1-5, 1 1-17 therefore differs from this known subject matter in 
that: different ratio s of azithromycin:water:isopropanol are claimed. 
The problem to be solved by the present invention may therefore be regarded as the 
provision of further crystalline forms of azithromycin for use as antibiotic 
The solution proposed in claims 1-5, 1 1-17 of the present application cannot be 
considered as involving an inventive step (Article 33(3) PCT) for the following reasons- 
having knowledge of D1 and wishing to solve the above problem, the skilled person would 
vary the ratio of water and/or isopropanol in the crystal. Although another process than in 
D1 is used to obtain such variations, the process cannot not confer an inventive step to the 
claimed crystals themselves (only to the process). The only advantageous characteristic of 
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one of the claimed crystal forms mentioned in the application is an improved stability (page 
6 lines 6-7). However, this is not shown but just mentioned, therefore not substantiated in 
order to confer an inventive step to the crystal. For the other claimed crystal, no 
advantageous characteristic is mentioned at all. Thus, claims 1-5, 1 1-17 lack an inventive 
step. 
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